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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )[X] Responsive to communication(s) filed on 11 August 2006 . 
2a)|EI This action is FINAL. 2b)Q This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-14 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Claim(s) U14 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 
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1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicant's response filed on August 11, 2006 has been received and entered into the 
case. Claims 1 - 14 are pending and have been considered on the merits. All arguments have 
been fully considered. 

Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claims 1 - 14 stand rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 and its dependent are drawn to a culture medium however are rendered vague 
and indefinite for reciting "are configured" in line 6, because the phrase implies that the a step is 
taken to actually configure the inhibitors in a particular way, which is not recited in the claim. It 
is unclear if steps are actually taken to achieve the claimed configuration, or if the inhibitors 
intrinsically inhibit growth of non-mycobacterium microorganisms. 

Applicant explains what malachite green is, and how it works, however does not address 
the specifics of the rejection above. 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1 - 4, 6 - 10 and 12 - 14 stand rejected under 35 U.S.C. 102(b) as being 
anticipated by Heifets et al. (US 2001/0055787 Al). 

Applicant claims a culture medium comprising a growth solution that promotes 
mycobacteria, an indicator that undergoes a spectroscopic change with an altered pH and an 
inhibitor which inhibits growth of non-mycobacteria and undergoes a spectroscopic change in 
the presence of mycobacteria. The medium is selective for determining the presence of 
mycobacteria; the growth solution comprises magnesium salt, iron salt, amino acid and 
carbohydrate; and a gelling substance that is agar. The spectroscopic change is a color change; 
the medium undergoes a first change in response to growing mycobacteria and a second response 
in response to growth of non-mycobacteria. The medium further comprises an antimicrobial 
compound that inhibits growth of non-mycobacteria; inhibit growth of mycobacteria species; and 
further comprises one or more antimicrobial drugs that inhibits mycobacterium growth, 
specifically Tuberculosis mycobacteria. 

Heifets teaches an agar culture medium for mycobacterium tuberculosis, wherein the 
medium comprises 7hl0 agar (magnesium sulfate, glutamic acid, ferric ammonium, malachite 
green, agar) (0010), polymixin B, amphotericin B, trimethoprim (0010, 0013), and antimicrobial 
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drugs (001 4-001 5) (which inhibit tuberculosis mycobacterium). The medium further comprises 
growth serum, glycerol (carbohydrate), salts, and phenol red (0201). 

Although the reference does not teach the claimed functions of each components in the 
medium, the components are still the same. Thus the claimed functions and uses must also be 
present in the reference composition. The discovery of a previously unappreciated property of a 
prior art composition, or of a scientific explanation for the prior art's functioning, does not 
render the old composition patentably new. Thus the claiming of a new use, functions or 
unknown property which is inherently present in the prior art does not necessarily make the 
claim patentable. Furthermore, the intended use of the claimed composition does not patentably 
distinguish the composition, per se, since such undisclosed use is inherent in the reference 
composition. In order to be limiting, the intended use must create a structural difference between 
the claimed composition and the composition of the prior art. In the instant case, the intended 
use fails to create a structural difference, thus, the intended use is not limiting. Please note that 
when applicant claims a composition in terms of function, and the composition of the prior art 
appears to be the same, the Examiner may make rejections under both 35 U.S.C 102 and 103 
(MPEP2112). 

Therefore, the reference anticipates the claimed subject matter. 

Applicant argues that the reference does not teach the inclusion of phenol red, or a color 
dye pH indicator. 

However, this argument fails to persuade because the compositions do contain malachite 
green, which are color dye pH indicators. 
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5. Claims 1 - 3 and 7-8 stand rejected under 35 U.S.C. 102(b) as being anticipated by 
Miyamoto et al. (US 6197574 Bl). 

Applicant claims a culture medium comprising a growth solution that promotes 
mycobacteria, an indicator that undergoes a spectroscopic change with an altered pH and an 
inhibitor which inhibits growth of non-mycobacteria and undergoes a spectroscopic change in 
the presence of mycobacteria. The medium is selective for determining the presence of 
mycobacteria; and the growth solution comprises magnesium salt, iron salt, amino acid and 
carbohydrate. The spectroscopic change is a color change; and the medium undergoes a first 
change in response to growing mycobacteria and a second response in response to growth of 
non-mycobacteria. 

Miyamoto teaches a culture medium comprising 1-lysine, glucose, ammonium iron, 
magnesium chloride, bromocresol purple, and malachite green (col.61). 

Although the reference does not teach the claimed functions of each components in the 
medium, the components are still the same. Thus the claimed functions and uses must also be 
present in the reference composition. The discovery of a previously unappreciated property of a 
prior art composition, or of a scientific explanation for the prior art's functioning, does not 
render the old composition patentably new. Thus the claiming of a new use, functions or 
unknown property which is inherently present in the prior art does not necessarily make the 
claim patentable. Furthermore, the intended use of the claimed composition does not patentably 
distinguish the composition, per se, since such undisclosed use is inherent in the reference 
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composition. In order to be limiting, the intended use must create a structural difference between 
the claimed composition and the composition of the prior art. In the instant case, the intended 
use fails to create a structural difference, thus, the intended use is not limiting. Please note that 
when applicant claims a composition in terms of function, and the composition of the prior art 
appears to be the same, the Examiner may make rejections under both 35 U.S.C 102 and 103 
(MPEP2112). 

Therefore the reference anticipates the claimed subject matter. 

Applicant argues that the medium does not support growth of mycobacteria, since 
albumin is not included as an essential element for growth. 

However, this argument fails to persuade because the claims do not require the presence 
of albumin. Thus the argument is not commensurate in scope with the claims. 



Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. Claims 1 4 - 5 and 1 1 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 



Heifets. 
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Applicant claims a culture medium comprising a growth solution that promotes 
mycobacteria, an indicator that undergoes a spectroscopic change with an altered pH and an 
inhibitor which inhibits growth of non-mycobacteria and undergoes a spectroscopic change in 
the presence of mycobacteria. The medium further comprise a gelling substance that is an egg 
solution prepared by homogenizing one or more eggs in deionized water; and antimicrobial 
compounds polymixin B, peperacillin, amphotericin B, naldixic acid, and trimethoprim. 

Heifets teaches an agar culture medium for mycobacterium tuberculosis, wherein the 
medium comprises 7hl0 agar (magnesium sulfate, glutamic acid, ferric ammonium, malachite 
green, agar) (0010), polymixin B, amphotericin B, trimethoprim (0010, 0013), and antimicrobial 
drugs (00 1 4-00 1 5) (which inhibit tuberculosis mycobacterium). The medium further comprises 
growth serum, glycerol (carbohydrate), salts, and phenol red (0201). 

Heifets does not teach the medium wherein the gelling substance is an egg solution or 
wherein each of the claimed antimicrobial compounds are included. However, at the time of the 
claimed invention, egg based gelling substances were standard alternatives to agar in the art and 
were routinely used in culture mediums. Thus it would have been obvious to one of ordinary 
skill in the art to use an egg based medium in the culture of Heifets as a matter of standard 
practice. Moreover, at the time of the claimed invention, one of ordinary skill in the art would 
have been motivated by routine practice to use an egg solution as the gelling substance of Heifets 
with a reasonable expectation for successfully obtaining the culture medium of Heifets. 

While Heifets does not teach each of the antimicrobial agents, the reference certainly 
suggests including such agents in the culture medium when preventing growth of contaminating 
microbes (0004). Since the instant antimicrobials were known in the art, it would have been 
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obvious to one of ordinary skill in the art to include the agents in following the teachings of 
Heifets. Moreover, at the time of the claimed invention, one of ordinary skill in the art would 
have been motivated by Heifets to include known antimicrobials in the culture medium with a 
reasonable expectation for successfully obtaining the effective medium of Heifets. 

Although the reference does not teach the claimed functions of each components in the 
medium, the components are still the same. Thus the claimed functions and uses must also be 
present in the reference composition. The discovery of a previously unappreciated property of a 
prior art composition, or of a scientific explanation for the prior art's functioning, does not 
render the old composition patentably new. Thus the claiming of a new use, functions or 
unknown property which is inherently present in the prior art does not necessarily make the 
claim patentable. Furthermore, the intended use of the claimed composition does not patentably 
distinguish the composition, per se, since such undisclosed use is inherent in the reference 
composition. In order to be limiting, the intended use must create a structural difference between 
the claimed composition and the composition of the prior art. In the instant case, the intended 
use fails to create a structural difference, thus, the intended use is not limiting. Please note that 
when applicant claims a composition in terms of function, and the composition of the prior art 
appears to be the same, the Examiner may make rejections under both 35 U.S.C 102 and 103 
(MPEP2112). 

Applicant argues that the reference does not teach the composition as claimed, in that the 
reference does not teach the composition with eggs. 
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However, this argument fails to persuade because as stated above, egg based gelling 
substance were standard alternative and/or substitutes to agar at the time the claimed invention 
was made. Thus, at the time of the claimed invention, it would have been well within the 
purview of one in the art to use an egg based solution in substitution of agar with a reasonable 
expectation for successfully obtaining the effective culture medium. 



Conclusion 

8. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ruth A. Davis whose telephone number is 571 -272-091 5. The 
examiner can normally be reached on M-F 7:00 - 2:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Ruth A. Davis 
Primary Examiner 
Art Unit 1651 

November 24, 2006 




